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FREEDOM OF INFORMATION SUMMAF2Y 

1. GENERAL INFORMATION: 

a. File Number: ANADA 200-326 

b. Sponsor: Cross Vetpharm Group Ltd. 
Broomhill Road 
Tallaght, Dublin 24 
Ireland 

Drug Labeler Code: 061623 

C. 

d. 

e. 

f. 

g* 

h. 

i. 

J* 

k. 

Established Name: 

Proprietary Name: 

Dosage Form: 

How Supplied: 

How Dispensed: 

Amount of Active Ingredients: 

Route of Administration: 

Species/Class: 

Recommended Dosage: 

1. Pharmacological Category: Anthelmintic 

Ivermectin 

BIMECTIN Paste 1.87% 

Paste 

Individual syringe containing 6.08 g paste 

OTC 

1.87% ivermectin 

Oral 

Horses, not intended for human consumption 

This syringe contains sufficient paste to treat one 1250 
lb horse at the recommended dose rate of 91 mcg 
ivermectin per Ib (200 mcgIkg) body weight. Each 
weight marking on the syringe plunger delivers enough 
paste to treat 250 lb body weight. (1) While holding 
plunger, turn the knurled ring on the plunger ‘/4 turn to 
the left and slide it so the side nearest the barrel is at the 
prescribed weight marking. (2) Lock the ring in place 
by making a ‘/4 turn to the right. (3) Make sure the 
horse’s mouth contains no feed. (4) Remove the cover 
from the tip of the syringe. (5) Insert the syringe tip into 
the home’s mouth at the space between the teeth. (6) 
Depress the plunger as far as it will go, depositing paste 
on the back of the tongue. (7) Immediately raise the 
horse’s head for a few seconds after dosing. 
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m. Indications: BJMECTIN Paste 1.87% provides effective treatment 
and control of the following parasites in horses: 
Large StrongyIes (adults) - Strong&s vulguris (also 
early forms in blood vessels>, S .edentatus (also tissue 
stages), S. equinus; Triodontophorus spp. including T. 
brevicauda and T. serratus; Small Strongyles (adults, 
including those resistant to some benzimidizole class 
compounds) - Cyathostumum spp. including C. 
catinatum and C. pateratum; Cylicocyclus spp. 
including C. insigne, C. leptostomum, C. nassatus, 
and C. brevicapsulatus; Cylicodontophorus spp.; 
Cylicostephanus spp. including C. calicatus, C. goldi, 
C. Zungibursatus, and C. minutus; Small Stronglyes - 
Fourth-stage larvae; Pinworms (adults and fourth- 
stage larvae) - Oxyuris equi; Ascarids (adults, third- 
stage and fourth-stage larvae) Parascaris equorum; 
Hairworms (adults): 
Trichostrongylus axei; Larrge-mouth Stomach 
Worms (adults) - Habronema muscae; Bots (oral and 
gastric stages) - Gasterophilus spp. including 6. 
intestinalis and G. nasalis; Lungworms (adults and 
fourth-stages larvae) - Dictyacaulus arnj’ieldi; 
Intestinal Threadworms (adults) - Strongyloides 
westeri; Summer Sores caused by Habronema and 
Draschia spp. cutaneous third-stage larvae; 
Dermatitis caused by neck threadworm 
microfilariae, Onchocerca sp. 

n. Pioneer Product: EQVALAN Paste 1.87%; ivermectin; NADA 134- 
314; Merial, Ltd. 

2. TARGET ANIMAL SAFETYAND DRUG EF+FECTIVENESS: 

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as mended by the Generic 
Animal Drug and Patent Term Restoration Act (GADPTRA) of 1988, an Abbreviated New 
Animal Drug Application (ANADA) may be submitted for a generic version of an approved new 
animal drug (pioneer product). New target animal safety and effectiveness data and human food 
safety data (other than tissue residue data) are not required for approval ,of an ANADA. 

Blood-level in vivo Bioequivalence Studv: 

Title: A Two-Way Single-Dose Bioequivalence Study with Ivermectin Oral Paste in Healthy Horses 
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Study Objective: To demonstrate that Cross Vetpharrn Group Ltd’s oral ivermectin paste is 
bioequivalent to Merial Ltd’s EQVALAN Paste (NADA 134-3 14) 

Principle Investigator: Dr. John Brennan 

Study Location: Shur-Gain Agresearch, Inc. 
Burford, Ontario 
CANADA 

This study was a randomized, single dose two-period crossover design. The pioneer product is 
Merial Ltd.‘s EQVALAN (ivermectin) Paste approved under NADA 134-3 14 and the generic 
product is Cross Vetpharm Group Ltd’s oral ivermectin paste. The study used 24 horses, 12 
males and 12 females. The horses were randomly assigned to two groups containing 12 animals 
each. In Period 1, animals assigned to Group 1 received the reference product and animals 
assigned to Group 2 received the generic product. In Period 2, the animals in each Group 
received the opposite drug provided in Period 1, In each Period, blood samples were taken pre- 
dose and post-dose at 1, 3,4,5,6,7,9, 12, 15, l&24,36,48,72, 168,336, and 504 hours. A 
washout time of 42 days was used. 

Serum samples were submitted for ivermectin bla analysis on an HPLC system at the 
completion of the study. The results were calculated using a linear regression analysis. Pen or 
gender or their interactions were not involved in the data analysis. 

The table below summarizes the results of the in viva bioequivalence study. Both pivotal 
parameters for determining bioequivalence, Area Under the Curve (AUC) and Maximum 
Concentration (C,,,), are within the 80% to 125% bounds for logarithmically transformed data. 
Since the significance of Time to Maximum Concentration (Tmax) is a veterinary medical 
decision, this parameter is represented in mean values only. 

Concentration 
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Both variables, the logarithmic area under the curve and logarithmic maximum concentration, 
satisfied the bioequivalence criteria. These data confirm equivalent drug bioavailabihty between 
the generic and pioneer products. 

3. HUMAN SAFETY: 

This drug is intended for use in horses, which are non-food animals. Because this new animal 
drug is not intended for use in food-producing animals, data on human safety pertaining to drug 
residues in food were not required for approval of this ANADA. 

Human warnings are provided on the product label as follows: “Do not use in horses intended for 
human consumption. Not for use in humans. Keep this and all drugs out of reach of children. 
Refrain from smoking and eating when handling. Wash hands after use. Avoid contact with 
eyes.” 

4. AGENCY CONCLUSIONS: 

This ANADA submitted under section 5 12(b) of the Federal Food, Drug, and Cosmetic Act 
satisfies the requirements of section 512(n) of the act and demonstrates that BIMECTIN Paste 
1.87% for use in horses, when used under the proposed conditions of use, is safe and effective 
for its labeled indications. 

5. ATTACHMENTS: 

Facsimile generic labeling and current approved pioneer labeling are attached as indicated 
below: 

Generic Labeling: BIMECTIN Paste, ANADA 200-326 
Syringe label; carton label; package insert 

Pioneer Labeling: EQVALAN Paste, NADA 134-3 14 
Syringe label; carton label; package onsert 
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For Treatment of large Strongyks, Small Strongytes, Pinworms, Roundworms w&b 6 I~ ~i~.ti U~P,M,I l-l 
(Ascarids], Hairworms, NeckThreadwarms, Largemouth Shxnach Worms 
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Refrain from smoking and eating when handling. 
Wash hands after use. Avoid contact with eyes. 

Product No. 1BIME4 
8BIMoll 
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INDICATIONS: Consult your veterinarian for assistance in the diagnosis, treatment and contral of parasitism. 
WimecfW (ivermectin) Paste provides effective treatment and control of the foflowing parasites in horses, 
&fge strangyles (adults)- Strongylus vu/garis (also early forms in Mood vessels), S. edenratus.(also tissue stages), 
S. equinus, 7Mdontophorus spp. including T: brwkauda and 7. serf&&; Small S&o~g~&s (adults, including those 
resistant to some benzimidazole class compounds)- Cyathosfomum spp. ineluding f,. ca~inatum and C. paferatum; 
Cy~icocyclus spp. including C. ins&e, C. kptostomum, C. nassatus, and C. brevicapsulatus; Cylkodontophorus spp.; 
Cyiicostephanus spp. including C. calicatus, C. goldi, C. longibursatus, and C. minutuq Sma/l~Simngyh?s - Fourth 
stage larvae; finwutms (adults and fourth-stage larvae)-C&yuris egui; AarxMs (adults, third-stage and fourth-stage 
larvae)-Pafascaris equofum; Hainvorms (adults)- TrichostfonsvJus axei; &rr#e-mouth Stomach Worms (adults)- 
Habronema muscae; Bats (oral and gastric stages)- Gasterophilus spp. including G. intestitia/is and 6. nasalis; 
rUngworms (adults and fourth stage larvae}- Diclyocaulus amgeldi; /nhWra/ 7’A~worrr)rs (aduitsf-&‘ro!rgyIoides 
westeri Summer Sores caused by Habronema and Draschia spp. cutaneous third-stage larvae: Dermatitis caused by 
mr& fAf8adwonn microfflartae, Onchocwca sp. 
DOSARE AND ADMINWRATlON: This syringe contains sufficient paste to treat one 1250 lb horse at the 
recommended dose rate of 91 mcg ivermectin per lb (200 mcg/kg) body weight. Each weight markfng on the syringe 
plunger delivers enough paste to treat 250 lb body weight. 
(1) While holding plunger, turn the knurled ring on the plunger l/4 turn to the left and slide it so the side nearest the 
barrel is at the prescribed wetght marking. (2) Lock the ring in place by making a t/4 turn to the right. (3) Make sure 
that the horse’s mouth contains no feed. (4) Remove the cover from the tip of the syringe. (5) Insert the syringe tip 
into the horse’s mouth at the space between the teeth. (6) Depress the plunger as far as it will go; depositing paste on 
the back of the tongue. (7) Immediately raise the horse’s head for a few seconds after dosing, 
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PARASITE CONTROL PROGRAM: All horses should be included in a regular parasite control program with particular 
attention being paid to mares, foals and yearlings, Foals should be treated initially at 6 to 8 tieeks of age, and routine 
treatment repeated as appropriate. Cons& your vetednarian for a control program to meet your specific needs. 
BlmecffrrN (ivermectin) Paste effectivefy controls gastrointestinal nematodes and bots of horses, Regular treatment 
will reduce the chances of verminous arteritis caused by Strongyhrs vu/garis. 
PRODUCT ADVANTAGES: Broad-specfmn Control - B/me&r”’ (ivermectin) Paste kills important internal parasites, 
including bots and the arterial stages of S. vulgaris, with a single dose. Blmertln” (ivermectfn) Paste is a potent 
antiparasitic agent that is neither a benzfmidazole nor an organophosphate. 
ANIMAL SAFETY: Bl~ecfW (ivermectin) Paste may be used in horses of all ages, including mares at any stage of 
pregnancy. Stallions may be treated witbout adversely affecting their fertility. 
WARNING: Do not use in horses intended for human consumption. Not for use in humans. Keep this and ail drugs out of 
reach of children. 
Refrain from smoking and eating when handling. Wash hands after use. Avoid contact with eyes. 
The Material Safety Data Sheet (MSDS) contains more detailed occupational safety information. To report adverse 
reactions in users, to obtain more information or to obtain a MSDS, contact Bimeda, Inc. at i-838-524$1332. 
PRECAUTIONS: B&rrecZ&” (ivermectin) Paste has been formulated specffically for use in horses only. This product 
should not be used in other animal speck% as severe adverse reactions, including fatalities in dogs, may result. 
Environmental Safefyz lvermectin and excreted ivermectln residues may adversely affect aquatic organisms. Do not 
contaminate ground or surface water. Dispose of the syringe in an approved landfill or by incineration. 
INFONMATION FOR HORSE OWNERS: Swelling and itching reactions after treatment with BImertlnN (ivermectin) Paste 
have occurred in horses carrying heavy infections of neck threadworm (Onchocerca sp. niicrofitariae). These reactions 
were most likely the result of microfllarfae dying in large numbers. Symptomatic treatment may be advisable. Consult 
your veterinarian should any such reactions occur. Healing of summer sores involving extensive tissue changes may 
require other appropriate therapy in conjunction with treatment with Blmecffn’ (iverme@tln] Paste . Reinfection, and 
measures for its prevention, should also be considered. Consult your veterinarian if the condition does not improve. 

Bimecbn IS a Trademark of Blmeda, Inc. 
Bimeda, Inc. and Bimada-MTCAntmal Health Inc 
are Divisions of Cross Vetpharm Group Ltd. 
Product No. lBlM004 
8BlMxx% 
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